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221 East 71st Street
New York, NY 10021


MMC Institutional Review Board (IRB)
Determining Appropriate Levels Of Review

How to determine if proposed academic work qualifies as “research” with human participants:
Research with human participants (or “subjects”) is any activity intended to obtain and record information from or about individuals for research purposes.  Research is defined by federal guidelines as “a systematic investigation designed to develop or contribute to generalizable knowledge” [Public Welfare, Protection of Human Subjects, 45 C.F.R. § 46 (2009)].  Examples of research include: surveys, observations of behavior, experiments involving human responses, and the analysis of existing data.
Any research with human participants at MMC requires review by the MMC IRB.
There are three different levels of review: exempt from review, expedited review, or full review. The explanations below are intended to assist the researcher in requesting the appropriate level of review, however, the final determination of type of review rests with the IRB. All researchers should submit to the IRB the MMC Staff/Faculty Application for Review of Research with Human Participants, or the Undergraduate Student Application for Review of Research with Human Participants, or the Application for Approval of Research as Exempt from Review.
Responsible conduct of research:

All MMC faculty, staff and students involved in research with human participants (subjects) are required to complete training about human subjects protection prior to beginning any such research.  The NIH provides a free online training module online. 



A)  Research “Exempt from Review”:

Some human subjects research may be exempt from IRB approval as noted below.  The IRB must determine if human subjects research is exempt from review.  If you believe your project is exempt from review, based on the criteria articulated below, you can complete the MMC IRB Application for Approval of Research as Exempt from Review.

MMC Full-time Faculty or Staff Research Exempt from Review 

Categories of full-time faculty or staff human subjects research exempt from review include:

1) Research involving normal educational practices (e.g., instructional strategies, educational tests) in a higher education setting;

2) Research involving observation of public behavior where the researcher is not initiating or taking part in the behavior with the subjects and data collection preserves anonymity of the subjects;

3) Research involving surveys or interviews where there is no risk of harm (e.g., psychological, economic, physical or legal harm) to subjects; subjects are assured of confidentiality and anonymity (unless they request otherwise), and subjects are l8 years of age or older.  In addition, the topic of the study should not include potentially sensitive or intrusive issues (e.g., sexual behavior or orientation; mental or physical health; illicit or illegal behavior).

4) Research involving the study of publicly available data, documents or records if information is recorded in such a way that subjects cannot be identified and if appropriate permission of authorities has been obtained;

5) Research involving students in classrooms that fits the above categories if recruitment is not coercive, meaning that the recruitment does not include the use of  intimidation or authority; any incentives are available to all students; participation is voluntary, and students are assured that their grades are not contingent on participation or on research responses;

6) Activity that would not be classified as research by federal regulations. Such activity might include creating a film, conducting rehearsals, or compiling an oral history when the purpose is not to generalize, draw conclusions, or inform policy.  
  
MMC Student Research Exempt from Review

Human subjects research conducted by an MMC student for a course or independent study is exempt from review if the intent of the exercise is only to train the student and if the results will not be generalized, published or presented; students who will not be applying for Committee approval of an exemption must obtain approval from the course instructor or faculty sponsor before they begin data collection.  Students must complete a training module on the ethical conduct of research before they carry out any data collection, as indicated above.  

In courses in which students might later wish to disseminate their results through publication or presentation, and in any case in which the faculty member is concerned about the level of risk to participants, the student should apply for IRB approval before collecting any data.  Further information is available in the Guidelines for Faculty Supervising Student Research.  Faculty members may also contact the IRB for preliminary consultation on student research.

B)  Research Eligible for Expedited Review

Consistent with federal regulation 46.110, expedited review may be carried out by the IRB chair or by one or more of the IRB members designated by the Chair.  However, all Committee members will be provided with the application and the feedback to the investigator.  Researchers must complete the MMC IRB Faculty/Staff Application for Expedited or Full Review of Research with Human Participants.

Some of the criteria by which research may be eligible for Expedited Review include:
1) Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. 

Some examples include: (a) physical sensors that are applied either to the surface of the body or at a distance and do not invade subjects’ privacy; (b) testing sensory acuity; (c) moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual.
2) Research involving materials (data, documents, records, or specimens) not originally intended for research purposes (such as medical treatment or diagnosis). 
3) Collection of data from voice, video, digital, or image recordings made for research purposes.
4) Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. 
5) Continuing review of research previously approved by the convened IRB as follows:

a. where (i) the research is permanently closed to the enrollment of new subjects; or
b. where no subjects have been enrolled and no additional risks have been identified; or
c. where the remaining research activities are limited to data analysis.

Note: To be eligible for expedited review, subjects cannot be drawn from a vulnerable population (see below) and there should be no more than minimal risk to subjects. Minimal risk means that the potential for adverse effects to the subject is no greater than the potential for these same effects in everyday life.


C)  Research Requiring Full Review

Generally, research with human subjects requires a “full review” by the MMC IRB if the research:

· poses any more than a minimal risk to participants,

· involves participant recruitment from a “vulnerable population,”

· is conducted by part-time faculty, or

· is conducted by investigators or a sponsoring institution unaffiliated with MMC.

Special consideration must be given to protecting the welfare of populations who are particularly vulnerable to harm, may not understand an informed consent, or might not be able to give consent for various reasons.  These include (but are not limited to) children under 18 years of age, incarcerated persons, and persons with impaired decision-making ability. Research involving a protected class of persons is required to undergo full review.

Process of Full Review
Researchers must complete the MMC Application for Review of Research with Human Participants.  The entire Committee will then consider the application; the Chair(s) of the Committee will communicate with the Principal Investigator regarding either rejection, approval, or approval with conditions.
For research conducted by part-time faculty or investigators unaffiliated with MMC, MMC requires that the investigators designate an MMC full-time staff or faculty member as an onsite liaison. The investigators or sponsoring institution may also need to supply MMC with a waiver of liability for any damages or ethical infractions. 
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